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DETAILED ACTION 
Notice To Applicant 

1 . This communication is in response to the application filed on 24 May 2001 . 
Claims 49-143 are pending. The IDS statements filed on 26 August 2004, 8 March 
2004, 1 1 August 2003, and 17 January 2003 have been entered and considered. 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

3. Claims 85 and 92 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

(A) Claim 85 is identical to Claim 82 and therefore, is rejected. 

(B) Claim 92 is identical to Claim 91 and therefore, is rejected. 
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Claim Rejections - 35 USC § 102 


4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 


A person shall be entitled to a patent unless - 


(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 


5. Claims 49-143 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Fletcher-Haynes et al. (US 2001/0034614; hereinafter Fletcher-Haynes). 


(A) As per Claim 49, Fletcher-Haynes discloses a system for managing a procedure 
in a blood component collection facility, the system comprising: 


(a) 


a blood component donor identifier corresponding to a blood component 
donor (Fletcher-Haynes: par. [0167]); 
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(b) an operator identifier corresponding to a blood component collection 
instrument operator (Fletcher-Haynes: par. [0079] and Fig. 6D); 

(c) a blood component collection instrument for collecting a blood component 
from the blood component donor (Fletcher-Haynes: par. [0056]); 

(d) a system computer being operably connected to the blood component 
collection instrument, the system computer running a blood component 
collection application defining at least one step of a blood component 
collection process (Fletcher-Haynes: par. [0057] and Fig. 1A); and 

(e) an interface having a reader and being operably connected to the system 
computer for receiving the blood component donor identifier and the 
operator identifier and transmitting the operator identifier to the system 
computer proximate the performance of the at least one step of the blood 
component collection process (Fletcher-Haynes: par. [0057], [0059], 
[0071], and [0079]; Fig. 6D). 

(B) As per Claim 50, Fletcher-Haynes discloses the system of Claim 49, wherein 
blood component collection application comprises at least one code segment, the at 
least one code segment selected from a group consisting of a blood component 
collection initialization code segment, an arm-prep code segment, a remove-blood 
component code segment, and a disconnect-blood-component-donor code segment 
(Fletcher-Haynes: par. [0012] and [0069]). 
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Examiner has noted insofar as Claim 50 recites "at least one code segment 
selected from a group consisting of a blood component collection initialization code 
segment, an arm-prep code segment, a remove-blood component code segment, and a 
disconnect-blood-component-donor code segment," a blood component collection 
initialization code segment has been recited. 


(C) As per Claim 51 , Fletcher-Haynes discloses the system of Claim 49, wherein the 
blood collection component application associates the blood component donor identifier 
with the operator identifier (Fletcher-Haynes: par. [0012], [0179] and [0180]; Fig. 6D and 
6E). 

(D) As per Claim 52, Fletcher-Haynes discloses the system of Clairii 51 , wherein the 
reader receives separate input of the blood component donor identifier and the operator 
identifier from a location proximate the blood component collection instrument (Fletcher- 
Haynes: par. [0059], [0071] and [0079]). 

(E) As per Claim 53, Fletcher-Haynes discloses the system of Claim 51 , wherein the 
reader receives separate input of the blood component donor identifier and the operator 
identifier proximate in time one from the other and prior to blood component collection 
(Fletcher-Haynes: par. [0059], [0071] and [0079]). 
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(F) As per Claim 54, Fletcher-Haynes discloses the system of Claim 49, wherein the 
operator identifier is transmitted to the system computer after the performance of the at 
least one step of the blood component collection process (Fletcher-Haynes: par. [0179]; 
Fig. 6A-6J). 

(G) As per Claim 55, Fletcher-Haynes discloses the system of Claim 49, further 
comprising a second interface operably connected to the system computer, the second 
interface for providing access to the data related to the blood component collection 
process (Fletcher-Haynes: par. [0027] and [0030]). 

(H) As per Claim 56, Fletcher-Haynes discloses the system of Claim 55, wherein the 
second interface provides access to at least a portion of the data related to the blood 
component collection process, the data being received by the second interface in 
response to a request received by the system computer (Fletcher-Haynes: par. [0027] 
and [0030]). 

(I) As per Claim 57, Fletcher-Haynes discloses the system of Claim 55, wherein the 
second interface provides access to remote blood component collection facility data 
(Fletcher-Haynes: par. [0012], [0030], and [0033]). 
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(J) As per Claim 58, Fletcher-Haynes discloses the system of Claim 55, wherein the 
second interface provides access to performance statistics for the blood component 
collection process (Fletcher-Haynes: par. [0030], [0144], [0155], and [0157]). 

(K) As per Claim 59, Fletcher-Haynes discloses the system of Claim 55, wherein the 
second interface provides access to a record of an operator's interaction with the blood 
component collection facility, the interaction of the operator with the blood component 
collection facility having been concomitantly logged into the memory for the blood 
component collection process by the operator via the interface (Fletcher-Haynes: par. 
[0019], [0030], [0027], and [0179]). 

(L) As per Claim 60, Fletcher-Haynes discloses the system of Claim 55, wherein the 
second interface provides access to information related to the donor (Fletcher-Haynes: 
par. [0027] and [0030]). 

(M) As per Claim 61 , Fletcher-Haynes discloses the system of Claim 55, wherein the 
second interface provides access to information related to the blood component 
collection instrument (Fletcher-Haynes: par. [0027] and [0030]). 

(O) As per Claim 62, Fletcher-Haynes discloses the system of Claim 55, wherein the 
second interface provides access to quality assurance statistics of the blood component 
collection facility (Fletcher-Haynes: par. [0013], [0018], [0027] and [0030]). 
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(P) As per Claim 63, Fletcher-Haynes discloses the system of Claim 55, further 
comprising an operator identifier wherein the operator utilizes the interface to transmit 
the operator identifier and the blood component collection kit identifier to the system 
computer (Fletcher-Haynes: par. [0022], [0057], [0125] and [0179]; Fig. 6A-6D). 

(Q) As per Claim 64, Fletcher-Haynes discloses the system of Claim 49, further 
comprising a blood component collection kit for connection to the blood component 
collection instrument, the kit having a blood component collection kit identifier (Fletcher- 
Haynes: par. [0022] and [0125]; Fig. 6A-6D). 

(R) As per Claim 65, Fletcher-Haynes discloses the system of Claim 49, wherein the 
blood component collection process further comprises a blood component collection 
instrument set-up procedure (Fletcher-Haynes: par. [0072] and [0119]; Fig. 3A-3F). 

(S) As per Claim 66, Fletcher-Haynes discloses the system of Claim 49, wherein the 
reader comprises a touch pad for entering the request for information logged into the 
system computer (Fletcher-Haynes: par. [0057]). 

Examiner has noted insofar as Claim 66 recites "at least one of a touch pad, a 
keypad, an optical scanner and a magnetic scanner," a touch pad (i.e., touch screen) 
has been recited. 


Application/Control Number: 09/864,888 Page 9 

Art Unit: 3626 

(T) As per Claim 67, Fletcher-Haynes discloses the system of Claim 49, further 
comprising a report generated by the blood component collection application and 
displayed via the interface, wherein the report provides blood component collection 
facility information associated with the donor (Fletcher-Haynes: par. [0012], [0026], 
[0030] and [0075]). 

(U) As per Claim 68, Fletcher-Haynes discloses the system of Claim 49 comprising a 
report generated by the blood component collection application and displayed via the 
interface, wherein the report for provides blood component collection facility information 
associated to the blood component collection kit (Fletcher-Haynes: par. [0012], [0026], 
[0030], [0022], [0075], [0125]; Fig. 6A-6D). 

(V) As per Claim 69, Fletcher-Haynes discloses the system of Claim 49, further 
comprising a remote server operabiy connected to the system computer via a 
communication network, wherein the remote server monitors and tracks a remote blood 
collection facility (Fletcher-Haynes: par. [0012]; Fig. 1A-1D). 

(W) As per Claim 70, Fletcher-Haynes discloses the system of Claim 69, wherein a 
second interface provides access to the remote server through a browser within the 
second interface (Fletcher-Haynes: par. [0012], [0030] and [0194]). 
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(X) As per Claim 71 , Fletcher-Haynes discloses the system of Claim 69, wherein a 
second interface provides access to data received by the system computer from the 
remote server (Fletcher-Haynes: par. [0012] and [0030]). 

(Y) As per Claim 72, Fletcher-Haynes discloses the system of Claim 50, wherein 
blood-component-collection-initialization code segment requests a blood component 
instrument identifier (Fletcher-Haynes: par. [0012], [0069] and [0159]; Fig. 5A). 

(Z) As per Claim 73, Fletcher-Haynes discloses the system of Claim 72, wherein the 
blood-component-collection-initialization code segment further requests a blood 
component collection process identifier (Fletcher-Haynes: par. [0012], [0019], [0069] 
and Fig. 6E). 

(AA) As per Claim 74, Fletcher-Haynes discloses the system of Claim 73, wherein the 
blood-component-collection-initialization code segment further requests the donor 
identifier (Fletcher-Haynes: par. [0012], [0069], and [0167]; Fig. 6A). 

(BB) As per Claim 75, Fletcher-Haynes discloses the system of Claim 74, wherein the 
blood-component-collection-initialization code segment further requests the operator 
identifier (Fletcher-Haynes: par. [0012], [0069], and [0079]; Fig. 6D). 
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(CC) As per Claim 76, Fletcher-Haynes discloses the system of Claim 50, wherein the 
arm-prep code segment further requests an anatomical location on the donor for 
drawing the blood component (Fletcher-Haynes: par. [0019], [0086], [0094], [0157], 
[0160] and [0166] and [0182]). 

Examiner notes also that Fletcher-Haynes teaches the use of dialog boxes to 
record comments (e.g., location on donor where the blood component was or is to be 
drawn from) regarding all phases of the blood collection process. 

(DD) Claims 77-86 substantially repeat the same limitations of Claims 72-75 and 
therefore, are rejected for the same reasons given for those claims. 

(EE) As per Claim 87, Fletcher-Haynes discloses the system of Claim 86, wherein the 
remove-blood-component code segment further requests confirmation of a calculated 
amount of blood component to be removed and an actual amount of blood component 
removed (Fletcher-Haynes: par. [0177], [0184] and [0185]; Fig. 3C-6M). 

(FF) As per Claim 88, Fletcher-Haynes discloses the system of Claim 87, wherein the 
remove-blood-component code segment further requests a reason for a difference 
between the calculated amount of blood component to be removed and the actual 
amount of blood component removed (Fletcher-Haynes: par. [0018], [0075], [0086], 
[0094], [0157], [0160] and [0166] and [0182]). 
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Examiner notes that Fletcher-Haynes teaches the use of dialog boxes to record 
comments (e.g., discrepancies between calculated and actual amounts of blood 
collected) regarding various phases of the blood collection process. 

(GG) As per Claim 89, Fletcher-Haynes discloses the system of Claim 88, wherein the 
disconnect-blood-component-donor code segment further requests the operator 
identifier of the operator administering the disconnect-blood-component-donor 
procedure (Fletcher-Haynes: par. [0012], [0069], [0079], and [0191]; Fig. 6D). 

(HH) As per Claim 90, Fletcher-Haynes discloses the system of Claim 50, wherein the 
disconnect-blood-component-donor code segment further requests a reaction of the 
blood donor during the blood component collection process (Fletcher-Haynes: par. 
[0019], [0086], [0094], [0157], [0160] and [0166] and [0182]). 

Examiner notes that Fletcher-Haynes teaches the use of dialog boxes to record 
comments (e.g., donor reactions during the blood collection process) regarding various 
phases of the blood collection process. 

(II) As per Claim 91 , Fletcher-Haynes discloses the system of Claim 49, further 
comprising an alarm generated by the blood component collection application and 
displayed via the interface for alerting the operator of a condition affecting the blood 
component collection process (Fletcher-Haynes: par. [0019], [0155], [0158], [0159], 
[0163], and [0182]). 
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(JJ) Claim 92 repeats the same limitations of Claim 91 and is therefore, rejected for 
the same reasons given for Claim 91 . 

(KK) As per Claim 93, Fletcher-Haynes discloses the system of Claim 49, wherein 
blood component collection application comprises at least one code segment for 
receiving data, the data selected from instrument set-up data (Fletcher-Haynes: par. 
[0014] and [0072]; Fig. 3A-3F). 

Examiner has noted insofar as Claim 93 recites "at least one code segment for 
receiving data, the data selected from a group consisting of clearing instrument alarm 
data, clearing instrument alert data, instrument set-up data, soft good data, program 
procedure data, arm-prep data, venipuncture data, remove plasma data, disconnect 
data, saline data, donor reaction data, re-sync data, move donor data, procedure 
termination data, change component data, maintenance data, field service data, out-of- 
service data, and in-service data," instrument set-up data has been recited. 

(LL) Claims 94 and 95 substantially repeat the same limitations as Claims 75 and 72, 
respectively and therefore, are rejected for the same reasons given for those claims. 

(MM) As per Claim 96, Fletcher-Haynes discloses the system of Claim 93, wherein the 
at least one code segment associates the operator identifier with the data (Fletcher- 
Haynes: par. [0018] and [0179]; Fig. 6A-6J). 
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(NN) As per Claim 97, Fletcher-Haynes discloses the system of Claim 93, wherein the 
at least one code segment associates a blood component collection instrument identifier 
with the data (Fletcher-Haynes: par. [0159]; 6A-6J). 

(00) Claim 98 differs from system Claim 49 by reciting " a computer readable medium 
having a computer program code stored thereon" within its preamble. As per these 
elements, Fletcher-Haynes' blood processing information management system includes 
computers, server systems, software, databases and display monitors (Fletcher- 
Haynes: par. [0012], [0014], [0038], [0059]; Fig. 1A-1D). As such, it is readily apparent 
that the Fletcher-Haynes system is controlled by a computer program stored upon a 
computer-readable medium. 

The remainder of Claim 98 repeats the same limitations of system Claim 49 and 
is therefore, rejected for the same reasons given for Claim 49, and incorporated herein. 

(PP) Claim 143 differs from system Claim 49 by excluding hardware elements, 
namely, a computer, a blood collection instrument, an application, and an interface. As 
such. Claim 143 is rejected for the same reasons given for Claim 49. 
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Conclusion 

6. The prior art made of record and not relied upon is considered pertinent to 
Applicant's disclosure. The cited but not applied art teaches a blood plasma collection 
system (5,132,026); a modular health-care information management system utilizing 
reusable software objects (5,995,937 and 6,314,556); a method and system for 
anonymously testing for a human malady (5,978,466); and a method of configuring 
blood circuit for medical application and configuration apparatus therefore (US 
2002/0013715). 

The cited but not applied prior art also includes non-patent literature articles by 
Gary Forger ("How An AS/RS and Two AGV Systems Saved the Day at Terumo" Dec. 
1989. Modern Materials Handling. Vol. 44, Iss. 14. pg. 44.) and John Gorman 
("Hemocare Adds LifeTrak to Its Blood Bank Family Windows-Based Blood Donor 
Software Now Available to Blood Bank Industry" Nov. 3, 1999. PR Newswire. pg. 1.). 

7. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mike Tomaszewski whose telephone number is 
(571)272-8117. The examiner can normally be reached on M-F 7:00 am - 3:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph Thomas can be reached on (571)272-6776. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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